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The Drug Amendments of 1962 
deal almost exclusively with prescription drugs and thus are of 
particular interest to doctors. The new law amends the Federal Food, 
Drug, and Cosmetic Act of 1938 so as to assure to a greater extent 
the safety, effectiveness, and reliability of drugs. The statute as passed 
by Congress requires that: 
• Quality controls be used in drug manufacturing. 
• Affirmative Government approval be obtained both as to effective-
ness and safety before a new drug can be marketed. 
• Records be kept and reports made to the Government as to clinical 
and other experience on new drugs and antibiotics. 
• For the first time, all antibiotics for human use be certified by 
the Government on a batch-by-batch basis before marketing . 
. . . It will no longer be legal for drug firms to operate under 
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An audience of 200, including 20 representatives 
of newspapers, magazines, wire services, and 
television networks, heard United States Commissioner 
of Food and Drugs George P. Larrick emphasize 
that proposed regulations to implement recent 
amendments to the Federal Food, Drug, and Cosmetic Act 
can be changed as the need for change becomes 
apparent, and caLL upon the medical profession, drug 
manufacturers, and others to suggest improvements. 
Commissioner Larrick spoke at the Annual 
George Washington Medical Alumni Luncheon at the 
Sheraton-Park Hotel in Washington in October. 
Selections from his address are printed here. 
conditions of poor control or with inadequate facilities and market 
their products freely until a defective drug is shipped and dis-
covered. The very fact that they are operating under conditions 
conducive to producing unfit drugs will of itself enable us to take 
preventive and corrective measures. 
Drug firms wishing to market new drugs 
will be required to establish not only that the drugs are safe but also 
The speaker, Commissioner Larrick. 
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that they will accomplish the purposes claimed. This effectiveness 
provision would not rule a drug off the market because it didn't 
offer a 100 per cent cure, nor would it allow the Government to 
specify what drug a doctor shall use in his practice. It will require 
manufacturers to provide substantial evidence of effectiveness before 
a drug can go on the market. Thus, physicians will still be able to 
choose from a variety of drugs the ones which they want to use. 
Manufacturers will be required henceforth to advise the FDA 
immediately when they receive reports of adverse reactions attributed 
to their new drugs or to their antibiotics. This should enable more 
prompt detection of the relatively infrequent cases in which a 
product, despite the most careful pre-market testing, shows un-
desirable side effects when widely used. This should shorten the 
time lag between the occurrence of adverse reactions and the decision 
as to what corrective action needs to be taken. The decision will be, 
in many instances, that the drug was not at fault; in others that 
it needs different labeling: or occasionally that the product must be 
taken off the market. 
All antibiotics for use by man will be subjected to the batch-
by-batch testing and certification already employed for penicillin, 
chloramphenicol, streptomycin, chlortetracycline, bacitracin, and 
their derivatives. 
The new law grants the Food and Drug Administration more 
effective factory inspection authority with respect to firms manu-
facturing prescription drugs and requires every drug manufacturer 
to register with the Food and Drug Administration once a year .... 
Other amendments will lead to simpler non-proprietary names 
for drugs. Physicians will find it easier to recognize drugs by their 
common names. 
Prescription drug advertisements must contain the non-pro-
Dr. Howard E. Ticktill, Medical Society President (right) greeted (left to right) 
University President Thomas H. Carroll; Dr. Frederick A . Reuter, University 
Trustee and Professor Emeritus of Urology; and University Provost 0. S. 
Colclough. 
prietary name of the article, the formula showing quantities of each 
active ingredient, and a brief summary of side effects, contraindica-
tions, and effectiveness of the drugs. . . . This provision of the 
law will require all manufacturers to meet the standards that most 
of them already recognize as desirable. 
Recent findings of the Food and Drug 
Administration . . . have shown the need also for improvement in 
the manner in which new drugs are put out for clinical testing. This 
improvement will result from regulations that we proposed last 
August. The recently passed drug bill places an indisputable legal 
base under the regulations. It requires that several specific factors 
Medical Alumni (above, left to right) Dr. Frederick Y . Donn, Jr.; Dr. Frank 
M . McChesney; Dr. Charles S. Coakley, Professor of Anesthesiology; and 
Dr. Herbert Schoenfeld. 
Below, left: Dean John Parks of the School of Medicine with Dr. J. Spencer 
Dryden, President of the District of Columbia Medical Society . Below, right: 
Luncheon Co-chairman Dr. John W. DuChez with Medical Alumnus Dr. M. 
McKendree Boyer, President-elect of the Maryland Medical and Chirurgic:al 
Faculty. 
be considered before we exempt new drugs for investigational use. 
The intent both of the proposed regulations and of the law is 
to see to it, among other things, that the drug manufacturer who 
wishes to have his product tested on man will conduct adequate 
preliminary studies to justify clinical testing, and will make the re-
sults of these tests fully available to the expert investigator and to 
the Government before the drug is administered to man. 
The manufacturer will have to develop a scientifically sound 
program for the clinical tests he proposes. He will have to see to 
it that the new drug is turned over to qualified investigators who 
will test it on patients under their personal supervision or under the 
supervision of qualified investigators responsible to them. 
It is our intention to assure that the planning and reporting 
requirements of the regulations will provide for flexibility and thus 
will not hamper legitimate research. As proposed, the regulations 
contemplated planning in stages if this seemed desirable. Obviously 
the proposal will need some substantial revision. . . . 
In this connection . . . the new law will require the drug manu-
facturer to obtain a certificate about patient consent from each ex-
pert who is going to test a new drug clinically. 
The law requires a manufacturer to obtain certificates from 
investigators "that they will inform any human beings to whom such 
drugs, or any controls used in connection therewith, are being ad-
ministered, or their representatives, except where they deem it not 
feasible, or in their professional judgment, contrary to the best in-
terests of such human beings." This carries forward the well estab-
lished principle that the right of a physician to treat a patient is 
limited to the treatment agreed to by the patient. However, it does 
provide for exceptional cases. Clearly there is nothing here to 
jeopardize double-blind studies. 
Left to right:_ Dr. A lee Horwitz, Clinical Professor of Surgery; Dr. Daniel L. 
Borden, University Trustee and Professor Emeritus of Clinical Surgery; and 
Dr. Alfred E. Brig11/io, Assistant Clinical Professor of Medicine and Associate 
University Physician. 
Medical Alumni Dr. Thomas J. Kelly (left) and Dr. Richard V . Mattingly . 
Above, right: Luncheon Co-chairman Dr. John T. Hagenbucher and Stephanie 
Williamson, secretary in the recently established Medical Alumni Office. 
The prov1s1ons in the regulations 
which prohibit the sponsor or his agent from representing an in-
vestigational drug to be safe or useful for the purposes for which 
it is under investigation would not prevent scientific discussion 
among the investigators whether in private or in public or in pub-
lications. This section is simply to make sure that drugs are not 
promoted by the manufacturer or someone acting on his behalf as 
being safe or effective while the safety and effectiveness investiga-
tion is under way. Nothing here would foreclose an exchange of 
scientific views about a new drug by scientists. Nor would anything 
here interfere with bona fide science reporting. 
I would also like to emphasize that the regulations can be 
changed when the need for such a change becomes apparent. Even 
after the proposed regulation on investigational use of new drugs 
is revised and published, the medical profession, the drug manu-
facturers, and any others who ar-e legitimately interested should 
feel free to suggest improvements at any time. . . . 
The new law places heavy new responsibilities on the Food and 
Drug Administration. These are added to those already before us. 
In order to discharge these obligations properly, we will need help 
from many sources. . . . The drug manufacturers will need to con-
tinue their efforts to produce good products that are properly labeled 
and truthfully promoted .... We will need continued strong support 
from the Executive and Legislative Branches of the Federal Govern-
ment. . .. We need help from the States and consumers .... But 
particularly we need the advice and support of the scientific com-
munity .. . . 
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A new concept in 
the art and practice 
of medicine 
CONTJ:NUJ:NG 
Families who would not 
otherwise have family doctors and students who would not other-
wise come to grips with family medical needs are benefiting from 
the University medical school's continuing care program introduced 
this fall. 
This program represents a new concept in teaching the art and 
practice of medicine and is the result of studies begun in the Depart-
ment of Medicine about eight years ago. 
Conventional methods of teaching clinical medicine in the 
United States have depended upon rapid rotating of the student 
through a series of courses in which he examines, diagnoses and 
Students come together for special assignments when they do not have a patient 
refllrning for medical care. They meet together also at the end of each morning 
session to review in depth the condition and needs of specific patients. These 
meetings permit free discussion between sfl/dent physicians and faculty or 
preceptors. Here Dr. Sadusk makes a point. 
HEALTH CARE 
treats patients in the clinic or on the wards. Here he learns about 
the scientific aspects of medicine and its related fields. He assembles 
facts and acquires diagnostic skills; but, unfortunately, he may miss 
the opportunity to develop what physicians like to call the "art of 
medicine." He does not follow patients through medical needs which 
arise during a prolonged period. He has no opportunity to benefit 
from close supervision of experienced physicians in practice as he 
copes over a period of time with both human and medical needs of 
a given patient. 
Recognizing the importance of this human side of the practice 
of medicine, Dr. Irene Tamagna and the Department of Medicine 
began about eight years ago a study whereby specially selected stu-
dents followed the medical care of patients in an intensive manner. 
Students worked with physicians in practice in related fields of 
medicine in a coordinated effort to follow the medical needs of a 
group of patients for prolonged periods of time. 
These early studies, when reviewyd by the School of Medicine's 
Committee on Curriculum, seemed to offer much promise in terms 
of helping student physicians complete their medical courses with 
a better ability to help patients, with a better understanding and 
ability to practice the art of medicine. The Committee on Curriculum 
of the University School of Medicine gave prominence to the in-
clusion of a course in continuing care in its proposals for a new 
curriculum. Award of a very substantial grant by the Common-
wealth Fund in May 1962 made such a course possible in t'he new 
curriculum. 
Since then, Dr. Joseph F. Sadusk, Jr., whose experience in-
cludes academic medicine, research, and the practice of internal 
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One of the three patients assigned for two years to the student physician is a 
lady in early pregnancy. The student and his preceptor see her at the clinic 
(above left). Dr. William McKelway participates in this conference. The 
student also may accompany a resident physician to the home of the patient 
(above, right) . Here Dr. Samuel Belinsky and the stlldent discuss the X-ray 
showing this patient will give birth to triplets. 
medicine, has come from Stanford University School of Medicine 
to become the University's Professor of Preventive Medicine and 
Community Health. Dr. Sadusk was asked to organize and conduct 
the program in Continuing Health Care. This he has done, proceed-
ing with policy decisions and a program which includes the training 
of 89 students and the continuing care of some 270 families in the 
Washington area. 
Since the health care program at the University medical school 
deals with the practical aspects of the practice of medicine, a basic 
policy was early set that instruction should be given students by 
physicians actually engaged in practicing medicine, but who also 
had a background of teaching. 
Another decision was to set up 
the program not only in the University Hospital, but also in two 
other outstanding hospitals: Fairfax Hospital in Virginia and Wash-
ington Hospital Center in the District. 
The Fairfax Hospital is a general voluntary non-profit hospital 
located 121/i miles west of Washington in Fairfax County, just off 
Route 50, and is placed in an attractive suburban setting. The hos-
pital, which was opened in early 1961, now has approximately 300 
beds devoted to medicine, psychiatry, surgery, pediatrics, and 
obstetrics and gynecology. It has excellent facilities for medical edu-
cation and research and is affiliated with the University Hospital for 
undergraduate and graduate training. There are approximately 400 
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staff members. Twelve University medical students have been as-
signed to this part of the program under the overall supervision of 
Dr. Clayton Ethridge, who is also University Professor of Medicine 
and Director of Postgraduate Medical Education. 
The Washington Hospital Center is located in Northwest Wash-
ington near the old Soldiers Home and Catholic University. It is also 
a voluntary non-profit hospital. Its 800 beds are served by a large 
and splendid staff who contribute to teaching and research as well 
as to the care of patients. The Center has a nursing school, a large 
outpatient department, and an excellent medical library to support 
this work. Thirty-two University medical students have been assigned 
to this unit, under the overall director of Dr. Thomas Mattingly, who 
is Chief of Medicine at the Hospital Center. 
The remaining 45 students in the School of Medicine's Junior 
Class have been assigned to the University Hospital. Dr. Tamagna, 
who carried out the first studies in this type of teaching at the Uni-
versity, coordinates the medical part of the program. 
In all of the units, each student is paired with another student 
as a "partner." In this way continuity of care is given to the patient 
when one or the other is not available. The patient-physician rela-
tionship is similar to that of a private physician who asks his assistant 
or another physician known to him to see the patient when he, the 
patient's regular physician, must be away. 
Teaching of the students is 
carried out through the three major clinical departments-medicine, 
surgery, and obstetrics and gynecology. As each student enters his 
Patients are examined and treated in hospital bedrooms as in the case of this 
patient with a medical problem of a chronic nature. Dr. Irene Tamagna super-
vises the student's use of the intermittent positive pressure machine in treating 
a cardio-respiratory problem. 
... .. ,. 
third year of the School of Medicine, he has three patients assigned 
for care during the next two years. One patient has a medical prob-
lem of chronic nature, such as diabetes mellitus, cardiovascular 
disease, arthritis, or a neurological, blood, gastrointestinal, or 
chronic pulmonary disease. The second patient is one with a surgical 
problem the nature of which demands long-term care. 
The third patient assigned is a lady in early pregnancy. The stu-
dent is responsible not only for prenatal care, assistance during labor 
and delivery, and post-partum care, but also for health maintenance 
of the family, including the husband and other children in the 
family. 
As noted above, the faculty selected for this teaching are 
senior members of the faculty who are devoted to teaching and who 
have intimate knowledge of the daily practice of medicine. They 
are known as preceptors and will follow the patients along with the 
student for the entire period of time-two years. 
Each student has "office hours" at the Hospital to see patients 
one morning a week. At the end of each morning session, the stu-
dents and faculty meet together for a conference to have a pertinent 
topic discussed or to review in depth a specific patient and his clinical 
course. These conferences are informal with free discussion by stu-
dents and preceptors. Those students who do not have a patient re-
turning for medical care during the morning are assigned elsewhere 
in the hospital-to medicine for participation in ward rounds, to 
surgery where they may "scrub in" at an operation, or to X-ray 
where they may be assigned for the reading of X-rays or assistance 
in X-ray therapy and other X-ray procedures. 
Students who have patients who deliver babies or who have 
surgical operations scrub and assist in the delivery room or operat-
ing room. They visit and examine "their patients" when they are 
hospitalized, and assist in prescribing for their care. 
Surgical patients may be 
examined in the clinic. 
Here Dr. William Mor-
rissey supervises the tak-
ing of the patient's blood 
pressure. X-rays ( oppo-
site page) may be inter-
preted prior to surgery 
and/ or after an operation 
has been performed. 
Occasionally, a student accompanies the pract1cmg physician 
on visits to the home of a patient. All students visit patients' homes 
to study the socio-economic conditions there. 
The careful keeping of medical records is insisted upon, and 
the student completely documents his patient's history and findings 
and makes a matter of record the advice offered and treatment 
given. Photocopy machines have been made available so that the 
student maintains a copy of his patient's clinical chart, since the 
primary records must be safeguarded in the Medical Records Divi-
sion of the Hospital. 
The concept of having 
the medical student care for patients over a prolonged period of time 
is one which several other medical schools are also putting into 
practice. Unique at George Washington is the use of community 
hospitals in this program and the requirement that faculty for this 
program be also engaged in private practice. 
It is the belief of the medical faculty that valuable service is 
being given the Washington community through this special kind of 
care for indigent patients-and that the new physician who has had 
this training will become sooner the physician who practices his art 
as well as his science in the best interest of all his future patients. 
Past and Present: 
King-Kane Obstetrical Society 
Service to the Nation's health 
spanning three quarters of a century 
in the development of obstetrics in 
the United States was memorialized 
earlier this year when the Univer-
sity's medical graduates of 1962 
presented a plaque to Dr. Samuel M. 
Dodek, Associate Clinical Professor 
of Obstetrics and Gynecology, "in Dr. Dodek 
gratitude and affection for his in-
spiration, leadership and service" to the A.F.A. King-Howard F. 
Kane Obstetrical Society. 
Dr. King's Manual on Obstetrics was for many years the stand-
ard work on the subject. He is remembered also for his theory that 
malaria was transmitted by the mosquito at a time when prevailing 
opinion was that the disease came from marsh vapors and miasmas 
arising to infect man after sundown. In another role, he sat in the 
orchestra of Ford's Theatre the night of Lincoln's assassination, ad-
ministered first aid to the mortally wounded President in the theater 
box, and attended him in the house where he died. 
Dr. Kane gained special recognition in his field for developing a 
method to relieve pain during childbirth. During World War II he was 
a commander in charge of the obstetrical division of the Naval Hos-
pital in San Diego, Calif. During World War I he was a captain with 
both American and British forces in Europe, was six months a prisoner 
in Germany, and was decorated with the British Military Cross. 
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